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DEPARTMENT OF HEALTH 





12 August 1994 

TOM SACKVILLE ANNOUNCES PROPOSED CHANGES TO THE 

NHS SELECTED LIST 



Proposals for changes to the list of drugs which GPs may not prescribe under the NHS 
were put out for consultation today by Tom Sackville, Parliamentary Secretary for 
Health. The necessary regulations to make these changes will be laid before Parliament in 
a month. 

Announcing the proposed changes Mr Sackville said: 

"The proposed additions are being published a month ahead of the regulations so that all 
those with an interest have an opportunity to comment on them and provide any further 
information which they believe should be taken into account. 

"The proposals relate to products in the categories covered by the Selected List Scheme, 
which have been considered by the Advisory Committee on NHS Drugs. In drawing them 
up we have taken account of the information presented to the Advisory Committee, 
including that provided by the manufacturers. 

"These extensions will help us to reduce the ever increasing drugs bill by excluding from 
NHS prescription those drugs which are unneccessarily expensive and where an 
alternative is available with the same clinical efficacy. 

"It presents no threat to the continuing availability of efffective drugs nor the development 
of new ones. It will however ensure that we obtain the most possible healthcare for the 
benefit of patients from the ever increasing NHS budget. There is no question of these 
proposals ^sadvantaging patients in any way. Patients will continue to receive the 
medicines they need, when they need them and for as long as they need them." 

Notes for Editors 



1. The Selected List Scheme was introduced in April 1985 to restrict prescribing in 
seven therapeutic categories to drugs which meet all the clinical needs of patients at the 
lowest possible cost to the NHS. In November 1992 the Secretary of State announced 
that the terms of reference of the Advisory Committee on NHS Drugs were to be 
amended so that the Committee could consider drugs in a further ten therapeutic 
categories. 
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2. The categories covered are mild to moderate pain killers, indigestion remedies, 
laxatives, cough and cold remedies, vitamins, tonics, benzodiazepine sedatives and 
tranquillisers, anti-diarrhoeal drugs, drugs for allergic disorders, hypnotics and 
anxiolytics, appetite suppressants, drugs for vaginal and vulval conditions, contraceptives, 
drugs used in anaemia, topical antirheumatics, drugs acting on the ear and nose, drugs 
acting on the skin. 



3. The change now recommended by the Advisory Committee - which together with 
the Advisory Committee on Borderline Substances advises Ministers on products which 
should not be available on NHS prescription - cover the following 26 products in four 
therapeutic categories: anti-diarrhoeal drugs, drugs used in anaemia, drugs acting on the 
ear and nose, and topical corticosteroids. 



A lit i-Dl a rro fii&a I IB RigS; 
Suspension 



Arret Gap-sules; IBiacalm Ultra Capsules ; Kaodene 



Drugs Used In Anaemia: Fefol spansule Capsules; Fefol Z Spansule Capsules; 
Feospan Spansule Capsules; Fergon Tablets; Ferocap Capsules; Ferrocap F-350 
Capsules; Folicin Tablets; Niferex 150 Capsules; Pregnavite Forte F Tablets 



Drugs Acting On The Ear And Nose: Audax Ear Drops; Dioctyl Ear drops; 
Boots Nasal Spray; Nasal Drops for Children (Boots); Nezeril Nose drops (Single 
dose pipette) 



Drugs Acting On The Skin - Topical Corticosteroids: Dermacort Cream; HC45 
Cream; Lanacort Cream; Lanacort Ointment; Ledercort Cream Zenoxone Cream 



Niconil Transdermal Patch, a nicotine replacement product, is also being removed 
from NHS prescription 

4. Patients can buy most of these products from a high street pharmacist without a 
doctor’s prescription, or they can ask their doctor for an alternative medicine on NHS 
prescription. 



ri;- - QPs are free ter prescribe what they^xonsider necessary for the treatment of their 
patients, provided the item is not on the Selected List, although they may be asekd to 
justify a prescription if challenged by their Family Health Service Authority. 

6. Regulations will be laid before Parliament in October to come into effect about a 
month later. 

7. Comments on the proposals should be sent to P Division, Department of Health” 
Room 608 Richmond House, Whitehall, London SWIA 2NS by 12 September 1994, 
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Department of Health 

medicines control agency 

Market Towers 1 Nine Elms Lane London SW8 5NQ 
Telephone 071-273 0394 
Facsimile 071-273 




To Interested Oi^anisations 



Dear Sir 



Our reference: MLX 205 
Date:2f April 1994 



CONSULTATION LETTER MLX 205 



Proposed amendments to: 



The Medicines (Products Other Th»n Veterinary Drugs)(Generai Saie List) 
Order 1984 (SI 1984/769); and 



®“PP‘yKM'sc*“«“eo“s Provisions) Regulations 1980 

(al 1980/1923); and 



The Medicines (Pharmacy and General Sale - 
1980/1924). 



Exemption) Order 1980 (SI 



Introduction 

^ ^ writing to consult you, in accordance with section 129(6) of the 
Medicines Act 1968, about amendments to the General Sale List Order, MisceUaneous 
Provisions Regulations and Pharmacy and General Sale - Exemption Order The 
proposed changes are set out below. 



Background 

A M^icmes (Products Other Than Veterinary Drugs)(General Sale List) 
Order 1984 (SI 1984/769), ("the GSL Order"), made under section 51 of the 
Me^c^es Art 1968 ("the Art") specifies descriptions or classes of general sale list 
medicmes - that is to say, those medicinal products for human use which can with 
reasonable safety be sold or supplied otherwise than by, or under the supervision of, a 



3. Schedule 1 of the GSL Order lists (in column 1) substances whose inclusion in 
a medicmal product accords the product GSL status, subject to any limits on strength 
spertfied m column 2, restrictions on use, pharmaceutical form or route of 
a n^stration specified m column 3, or limits on dosage specified in column 4. Table 
A o^chedule 1 hsts substances which have GSL status for internal or external use 
Table B of Schedule 1 lists substances which have GSL status for external use only 
Schedule 2 of the GSL Order applies only to substances in products in respect of 
which product licences of right (PLRs) are held 



rcT Supply)(Miscellaneous Provisions)Regulations 1980 

(SI 1980/1923) ( the MisceUaneous Provisions Regulations"), made under sections 
53, 61, 66 and 67 of the Act mcludes, m regulation 8, conditions limiting the pack size 
of certain medicmes sold through general retail outlets. 



MCAE/SFM/OSL 
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5. The Medicines (Pharmacy and General Sale-Exemption Order 1980 (SI 
1980/1924), ("the Pharmacy and General Sale Order"), made under section 57 of the 
Act, includes in article 2, temporary provision for certain medicines, which are not 
listed in the GSL Order, to be sold through retail outlets otherwise than by, or under 
the supervision of, a pharmacist. The temporary provision is for a period of two years 
from the grant of a product licence or one year from the variation of a product licence. 

Proposals 

Amendments to GSL Order: additions to Schedule 1 

6. It is proposed to update Schedule 1 to the GSL Order to take account of 
substances in newly-licensed products and products with PLRs reviewed since the last 
set of amendments to the Order. (See Annex A). 

Amendment to Miscellaneous Provi s ions Regulations, pack size of effervescent tablets 
of aspirin 

7. Following advice from the Committee on Safety of Medicines, it is proposed to 
amend the limits in regulation 8 of the Miscellaneous Provisions Regulations on the 
size of packs of effervescent tablets of aspirin for human use which may be sold at 
retail outlets other than registered pharmacies. The revised provision would allow 
packs of not more than 30 x 325mg effervescent tablets of aspirin or not more than 20 
X 500mg effervescent tablets of aspirin to be sold at retail outlets other than 
pharmacies. 

A mendment t o Pharma c y and General Sale Order: extension of provision for 
temporary general sale 

8. It is proposed to extend Article 2 of the Pharmacy and General Sale Order to 
registered homoeopathic medicinal products in respect of which certificates of 
registration have been granted under the Medicines (Homoeopathic Products for 
Human Use) Regulations 1994 (SI 1995/105) (see MLX 196). This would be subject 
to exceptions in respect of products containing POM substances, controlled drugs or 
classes of product listed in Schedule 3 to the GSL Order. Article 2 allows products 
containing substances which are not yet listed in the GSL Order, to be sold through 
retail outlets otherwise than by, or under the supervision of, a pharmacist for a 
temporaiy period of two years from the grant of a product licence or one year from the 
variation of a product licence. 

Comments 

9. We plan to implement the changes, subject to the comments received and the 
views of Ministers, by the Autumn of this year. 

10 . You are invited to comment befbre24June on these proposals. Comments 
should be addressed to Mr H De V Jones , room 1401 at the above address. 

Yours faithfully 




MCA.E/SFM/GSL 
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To: Mr H De V Jones 

Medicines Control Agency 
Department of Health 
Room 1401 
Market Towers 
1 Nine Elms Lane 
LONDON SW8 5NQ 



From; 



CONSULTATION LETTER MLX 205 

Proposed amendments to: 

The Medicines (Products Other Than Veterinary Drugs)(General Sale List) 
Order 1984 (SI 1984/769); and 

The Medicines (Sale or Supply)(Miscellaneous Provisions) Regulations 1980 
(SI 1980/1923); and 

The Medicines (Pharmacy and General Sale - Exemption) Order 1980 (SI 
1980/1924). ^ 



1 . We do not propose to comment on the proposals in MLX 205 . 

2. Our comments on MLX 205 are below/attached. 

*Please delete as necessary. 



Signed: 



MCA.E/SFM/GSL 
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ANNEX A 



SUBSTANCES FOR INCLUSION TN GST. 

ANNEX TO MLX 205 

PROPOSED AMENDMENTS TO SI 1984 NO 769 

New Entries to Table A o f Schedule 1 ffor internal or external nsei) 



(These are ingredients in products recently licensed with GSL status). 



Column 1 




Column! 


Column 3 


Column 4 


Substance 




Maximum 

Strength 


Use, Pharmaceutical Form or 
Route of Administration 


Maximum Dose & Maximum 
Daily Dose 



Acerola 

Agnus castus (Chaste Tree) 
Air 



Alexitol Sodium 
Alpha-tocopherol Acid Succinate 
Aluminium Carbonate (Basic) 
Aluminium Oxide 
Aminoacetic Acid (Glycine) 
Amino Benzoic Acid (PABA) 


(1) Internal 


(1) 30mg (MDD) 


Ammonium Acetate Solution Strong 

Amyloglycosidase Concentrate 

Anethole 

Anise 

Arrowroot 

Balm of Gilead 

Bayberry 

Betacarotene 


(2) External 


6mg (MDD) 


Bismuth Aluininate 




6mg (MD), calculated as 


Black Catechu 
Black Haw 
Blackberry 
Blackcurrant 
Bladderwrack (Fucus) 




Bismuth Oxide. 


Blue Cohosh (Caulophylum) 




265mg (MD) 


Boneset (Eupatorium perfoliatum) 
Buckthorn 

Butternut (White Walnut) 
Calamus (Sweet Flag) 

Calcium Chloride 
Calcium Heptagluconate 
Calcium Phosphate 
Calumba 

Capsicum OleoresinBPC 1923 
Capsicum Oleoresin BPC 1973 


(1) Internal 


(1) 1.2mg(MD) 


(2) 2.5 per cent 


(2) External 


1.8mg(MDD). 
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SUBSTANCES FOR INCLUSION IN fiST. 



Column 1 


Column! 


Column 3 


Column 4 


Substance 


Maximum 


Use, Pharmaceutical Form or 


Maximum Dose & Maximum 




Strength 


Route of Administration 


Daily Dose 


Caraway Oil 
Centaury 
duckweed 
Chlorophenols 


(1) Img 


(1) Internal 






(2) 0.6 per cent 


(2) External 




Ciimamic Acid 


(1) SOOmcg 


(1) Internal: pastilles, 
lozenges, throat tablets 




Clove 

Clover (Red Clover) 
Cobalt Sulphate 

Coriander 




(2) External 


Equivalent to 0.25mg 
elemental Cobalt (MDD) 


Docosahexaenoic Acid (DHA) 
Domiphen Bromide 
Eicosapentaenoic Acid (EPA) 
Euphorbia hirta ( Euphorbia 
pilulifera, Pill-Bearing Spurge) 
Fast Green FCF 
Fennel Oil 








Fenugreek 
Ferric Chloride 






Equivalent to 24mg elemental 
iron(MD) 


Fibre, Vegetable 
Fig 

Frangulin 
Fringe Tree 
Fumitory 
Ginseng 

Glutamic Acid Hydrochloride 
Glycerophosphoric Acid 
Gravel Root (Eupatorium purpurea) 
Heartsease 

Hemlock Spruce ( Pine Canadian) 


10. 0 per cent 






160mg (MD) 





Horseraddish 
Hydrangea 
Iceland Moss 
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SUBSTANCES FOR INCLUSION TN GST. 



Column 1 



Column! 



Column 3 



Column 4 



Substance 



Maximum Use, Pharmaceutical Form or 

Route of Administration 



Maximum Dose & Maximum 
Daily Dose 



Inositol 

lodophenol (1) 0.2mg 

(2) 0.08% 

ICaolin Heavy 

Kava 

Kelp 

Ladies Mantle 
Lemon 

Liquorice Extract Deglycyrrhizinised 
Lucerne (Alfalfa) 

Lungwort 

Magnesium Stearate 
Maize 

Malted Milk 
Maltose 

Manganese Glycerophosphate 

Marshmallow Root 

Methionine, DL 

Motherwort 

Myrrh 

Nutmeg 

Oak Bark 

Orange 

Panthenol (Pantothenol) 

Pantothenic Acid 

Papain 

Parsley 

Pellitory 

Pilewort 

Pleurisy Root 

Poke Root (Phytolacca) 

Poplar (Aspen) 

Potassium Acid Tartrate 
Potassium Bicarbonate 
Potassium Carbonate 
Potassium Citrate 



(1) Internal - lozenges, 
pastilles, throat tablets 

(2) External 



625mg (MD) 



Equivalent to Img elemental 
Manganese (MDD) 



(1) Internal (2) 120mg (MD) 

(2) External 
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SUBSTANCES FOR INCf.USION TN aST. 



Column 1 




Colunm2 


Column 3 


Column 4 


Substance 




Maximum 

Strength 


Use, Pharmaceutical Form or 
Route of Administration 


Maximum Dose & Maximum 
Daily Dose 



Potassium Molybdate 

Psyllium 

Queens Delight 

Raspberry 

Rosemary 

Rubellin 

Rutin 

Saw Palmetto 

Shepherds Purse 

Skunk Cabbage (Symplocarpus) 

Sodium Sulphate 

Sodium Acid Phosphate 

Sodium Glycerophosphate 

Sodium Phosphate 

Squaw - Vine 

Squill, Indian 

Stoneroot 

Tilia (Lime Flowers) 

Unicom Root False 
Uva Ursi (Bearberry) 

Wahoo (Euonymus atropurpureus) 

Watercress 

Wheat 

Wild Indigo 

Wood Betony 

Xanthan Gum 

Yellow Dock 

Zinc Gluconate 



Equivalent to 200mcg 
elemental molybdenum 
(MDD) 

60mg (MD) 



Equivalent to 5mg elemental 
zinc (MDD) 
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SUBSTANCES FOR INCLUSION IN GST. 



New Entries to be added to Table B of Schedule 1 Tfor external use only) 
(These are ingredients in products recently licensed with GSL status). 



Column 1 








Column 2 


Column 3 


Substance 








Maximum Strength 


Use, Pharmaceutical Form or 
Route of Administration 



Aldioxa (Aliiminiiim Dihydroxyallantoinate) 
AUantoin 

Aminacrine Hydrochloride 
Arnica 



Bay Oil 




Borax (Sodium Borate) 


(1) 5.0 per cent 




(2) 0.7 per cent 


Boric Acid 


(1) 2.5 per cent 




(2) 2.5 per cent 


Bryony, Black 




Burgundy Pitch 




Calcium Undecylenate 




Calendula (Marigold) 




Cedar Wood Oil 




Colophony 




ComfreyRoot 




Crotamiton 




Dichlorotetrafluroethane 




Emulsifying Wax 




European Birch 




Eusol 




Geranium Oil 




Guaiacol 




Halquinol 


0.6 per cent 


Heparin 




Hexetidine 


O.lper cent 


Hexyl Nicotinate 


2.0 per cent 


Horsechestnut ( Aesculus) 




Hypericum (St. Johns Wort) 





(1) All preparations except 
ophthalinic lotions 

(2) Ophthalmic lotions 

(1) Ophth. lotions maximum 
strength 

(2) External 
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SUBSTANCES FOR INCLUSTON IN OST, 



Column 1 


Column 2 




Colurrm 3 


Substance 


Maximum Strength 




Use, Pharmaceutical Form or 








Route of Administration 



Hypophosphorus Acid 

Isopentane 

Labrador Tea 

Lactic Acid 

Light Liquid Paraffin 

Linseed Oil 

Mastic 

Melaleuca Oil 
Menthyl Salicylate 
Methoxymethane 
Mexenone 

Microcrystalline Wax 
Oleyl Alcohol 
Paeony (Peony) 

Polyethoxyethanol 
Potassium Chloride 
Potassium Hydroxide 
Potassium Thiocyanate 
Propylene Glycol 
Pyrethrum (Chrysanthemum) 

Rue 1.0 per cent 

Shark Liver Oil (1)3.0GM (1) Suppositories 

(2) External 

Sodium Acid Pyrophosphate 

Sodium Pyrophosphate 

Southern Wood 

Talc 

Tar 

Terebine (Terepine) 

Thurfyl Salicylate 
Titanium Peroxide 
Titanium Salicylate 
Turpentine 

Wool Alcohols, Acetylated 
Zinc Oleate 
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SUBSTANCES FOR INCLUSION TN GST. 



Add itions and/or changes to existing entries to Table A of Schedule 1 Tfor internal or 
external use^ 



Column 1 


Column 2 


Column 3 


Column 4 


Substance 


Maximum 


Use, Pharmaceutical Form or 


Maximum Dose & Maximum 




Strength 


Route of Administration 


Daily Dose 


Aspirin 


(3) 500mg 


(3) Effervescent tablets 




Chlorbutol 


(4) 7.0 per cent 


(4)Intemal; toothache gel 




Cranesbill (Geranium) - See note 3 
Dandelion - See Note 3 
Ferrous Sulphate 


(2) 15.8 per 
cent(FeS04 
7H20) 


(2) Internal for use as cyanide 
antidote only. 




Fir Oil, Siberian - See Note 1 
Hamamelis - See Note 1 
Lignocaine - See Note 1 


(1) 0.6 per cent 


(1) hitemal: teething gels. 






(2) 0.6 per cent 


(2) External 




Lignocaine Hydrochloride - See Note 1 


(1) 0.7 per cent 


(1) Internal: teething gels. 






(2) 0,7 per cent 


(2) External 




Nicotinamide 
Nicotinic Acid 
Salicylic Acid 


(2) (h) 3.0 per 


(2) (h) soap 


300mg (MDD) 
lOOmg (MDD) 


Zinc Oxide - See Note 2 


cent 


(2) (i) wart plasters 


Increase the (MDD) to be 
equivalent to 5mg. elemental 
Zinc 


Zinc Sulphate - See Note 2 






Increase the (MDD) to be 



equivalent to 5mg. elemental 
Zinc. 



.Additions and/ or changes to existing entries to Table B of Schedule 1 (for external nse. 

on ly ) 



Column 1 


Column 2 


Column 3 


Substance 


Maximum Strength 


Use, Pharmaceutical Form or 
Route of Administration 


Povidone - Iodine 




All preparations except those 
for use in surgical operations 

and for vaginal use. 



NOTES: 1. These entries have been changed from Table B to Table A. 

2. The IvIDD of these entries has been increased from equivalent to 4mg elemental Zinc. 

3. These entries have been changed from the root. 

KEY: MD indicates the maximum dose for internal use which is recommended to be taken at any one time. 
MDB indicates the maximum daily dose for internal use which is recommended to be taken in a 
period of 24 hours. 
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CONSULTATION LIST 



PAGE ONE 



Advertising Association 

Advertising Standards Authority 

Association of British Pharmaceutical Industries 

Association of Community Health Councils of England and Wales 

Association of Manufacturers of Medicinal Preparations 

Association of Pharmaceutical Importers 

Asthma and Allergy Research 

British Association of Dermatologists 

British Association of Pharmaceutical Physicians 

British Association of Pharmaceutical Wholesalers 

British College of Optometrists 

British Contact Dermatitis Group 

British Dental Association 

British Dental Association (Northern Ireland) 

British Dental Association (Scottish Branch) 

British Dental Association (Welsh Council) 

The British Dental Trade Association 

British Herbal Medicines Association 

British Homoeopathic Association 

British Institute of Regulatory Affairs 

British Medical Association 

British Medical Association (Northern Ireland) 
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PAGE TWO 



British Medical Association (Scottish Branch) 

British Medical Association (Welsh Office) 

British Society for Rheumatology 

British Society of Allergy and Clinical Immunology 

The British Pharmacological Society 

College of Health 

College of Pharmacy Practice 

Co-operative Union Ltd Parliamentary Committee 

The Company Chemists Association Ltd 

The Consumers Association 

Consumers in the European Community Group (UK) 

Doctor Magazine 

English Board for Nursing, Midwifery and Health Visiting 
General Medical Advisory Committee 
General Medical Practices Committee 
General Medical Services Committee 
General Medical Services Committee (Wales) 

Guild of Hospital Pharmacists 
Health Education Authority 
Health Food Manufacturers Association 
The Independent Healthcare Association 
Independent Television Commission 
Joint Consultants Committee 
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PAGE THREE 



MIMS Ltd 

The Medical Defence Union 
Natural Medicines Group Secretariat 
National Consumer Council 
National Federation of Consumer Groups 
National Pharmaceutical Association 
Northern Ireland Consumer Council 
Ophthalmic Group Committee 
The Patients Association 

Pharmaceutical Contractors Committee (Northern Ireland) 

The Pharmaceutical General Council (Scotland) 

The Pharmaceutical Services Negotiating Committee 

The Royal Pharmaceutical Society of Great Britain 

The Royal Pharmaceutical Society of Great Britain (Scottish Department) 

The Royal Pharmaceutical Society of Great Britain (Welsh Department) 

The Royal Pharmaceutical Society for Northern Ireland 

Proprietary Association of Great Britain 

Royal College of Anaesthetists 

Royal College of General Practitioners 

Royal Society of Health 

Royal College of Midwives 

Royal College of Nursing 

Royal College of Nursing (Northern Ireland Board) 
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Royal College of Nursing (Wales) 

Royal College of Obstetricians & Gynaecologists 
Royal College of Pathologists 
Royal College of Physicians 
Royal College of Physicians (Edinburgh) 

Royal College of Physicians and Surgeons (Glasgow) 

Royal College of Psychiatrists 
Royal College of Radiologists 
Royal College of Surgeons 
Royal College of Surgeons (Edinburgh) 

Royal College of Surgeons- Faculty of Dental Surgery 
Royal College of Surgeons- Faculty of Ophthalmology 
Royal Society of Chemistry 
Scrip Ltd 

Scottish Biomedical Association 

Scottish Consumer Council 

Scottish Wholesale Druggists Association 

Society of Family Practitioner Committees 

Society of Pharmaceutical Medicines 

St John Ambulance 

Welsh Consumer Council 

Welsh National Board for Nursing, Midwifery and Health Visiting- 
Y Gymdeithas Feddygol 
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